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DETAILED ACTION 

Claim Rejections - 35 USC § 101 

1. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-26 stand rejected under 35 U.S.C, 101 because the claimed invention 
is directed to non-statutory subject matter. Claims 1-15 are drawn to a method that 
does not produce a useful, concrete and tangible result, but rather are simply a series of 
steps that represent a process of thought that can be carried out by a care provider or 
other individual without the need of a tangible device. Claims 16-26 are drawn to an 
apparatus carrying out this method, but lack sufficient structural limitation to be 
considered a patentably useful, concrete and tangible invention (e.g. a means for 
recording information, means for analyzing the information, and means for presenting 
information can all refer to the care provider or other individual themselves). 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
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only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1-10 and 12-26 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by Mulligan et al. (US Patent 6,438,408). 

Regarding claims 1-3, 9, 11, 12, 15, Mulligan et al. discloses a method of 
recording information related to procedures performed by a care provider during a 
follow-up consultation with a patient having an implanted device (Fig. 4; column 1 , lines 
15-22), analyzing the procedures; recommending one or more procedures for a 
subsequent follow-up consultation (column 9, lines 19-37; column 17, lines 12-42); and 
presenting information indicative of a recommended sequence of procedures for follow- 
up (column 16, lines 5-67). 

Regarding claim 4, Mulligan et al. discloses the recording of threshold 
assessments (column 10, lines 26-48; column 24, lines 48-53). 

Regarding claims 5 and 8, Mulligan et al. discloses recording rhythm 
assessments (column 17, lines 54-62; column 8, lines 36-61). This inherently involves 
pattern analysis, since a rhythm is a cyclically recurring pattern. 

Regarding claim 6, statistical analysis is an inherent component of analyzing data 
whether performed by a computational device or a human user. Any device that 
records multiple data points and assesses these points to output a recommended 
procedure must inherently perform analysis, and therefore statistical analysis, of that 
data. Similarly, a human user who reads raw data points and comes to a conclusion 
based on those data points, has performed statistical analysis. (See also column 12, 
lines 44-67). 
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Regarding claim 7, a confidence level (or confidence interval) is synonymous 
with "margin of error" analysis, and can be defined as a range on either side of a mean 
or predetermined value for which a criterion is considered to be successfully met. For 
example, if event X is considered to occur at an average reading of 12V with a 
confidence interval of 1 volt, then a recording Y of 12.6V is read as a successful event 
X. Mulligan et al. discloses a method of recording parameters when the heart rate is in 
a normal range and stable within a certain stability tolerance programmed by the 
physician or determined over a series of heart cycles (column 17, line 64 through 
column 18, line 25). In the language of the example, event X is the normal heart rate, 
mean value is that value determined over a series of heart cycles and predetermined 
value is that programmed by the physician. The confidence interval is synonymous with 
the stability tolerance. Event Y is each calculated heart rate. This is a clear disclosure 
of confidence level analysis, and as such the instant application does not distinguish 
over the prior art. 

Regarding claims 10, the method of Mulligan et al. inherently involves using 
guidelines, because guidelines are requisite for any meaningful analysis of data. 

Regarding claim 13, it is inherent that a care provider have more than one patient 
with an implanted device, and further that the steps of the claimed method can be 
repeated for any number of patients by any number of care providers. Mere repetition 
of steps or methods is not enough to patentably distinguish over the prior art. 
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Regarding claim 14, it is inherent in the Malek et al. reference that the implanted 
device is manufactured by the same manufacturer because it is referring to the same 
device. 

Regarding claim 16-26, Mulligan et al. shows a device (Fig. 2) with a means for 
recording procedures (column 6, lines 1-8; IMD memory); a means for analyzing the 
procedures (Fig. 2, microcomputer 1 02 and input signal processing circuit 108); 
statistical analysis software (column 12, lines 44-67); and a means for recommending 
one or more procedures (telemetry transceiver 124 and antenna 28); wherein recording 
procedures occur in real time (column 14, lines 24-52). 

4. Claims 1-6, 9, 10, 12-22 and 24-25 stand rejected under 35 U.S.C. 102(b) as 
being clearly anticipated by Snell (US Patent 6,405,087, hereinafter Snell'087). 

Snell'087 clearly discloses the method and apparatus of the instant application 
substantially as claimed in the abstract as well as Figures 1 and 2 and column 8, lines 
16-30. 

5. Claims 1-3, 5-6, 8-10, and 12-26 stand rejected under 35 U.S.C. 102(e) as 
being anticipated by Malek et al. (US Patent Publication 2003/0171789). 

Regarding claims 1-3 and 11, Malek et al. discloses a method of recording 
information related to procedures performed by a care provider (physician) during a 
follow-up consultation with a patient having an implanted device, interrogating the 
implanted device for diagnostic data, analyzing the procedures, and recommending one 
or more procedures for a subsequent follow-up consultation (paragraphs [6] and [7], 
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[35], and [50]-[52]), wherein the one or more procedures inherently contains a sequence 
of steps or procedures. 

It is noted that the screening phase is considered the first consultation such that 
the implant phase is the follow-up consultation. During the implant phase, the physician 
analyzes the data collected during the screening phase and adjusts parameters as 
needed to provide effective care to the patient, which is considered the recommending 
of procedures through physical reprogramming of the implanted device. It is further 
noted that the patient has a programmer that can be used to adjust the implanted 
device at their own discretion, and that the patient may also be considered a care 
provider. 

Regarding claims 5 and 8, Malek et al. discloses a device that may be used for 
circadian rhythm linked therapies (paragraph [46]). This inherently involves pattern 
analysis, because the circadian rhythm is a cyclically recurring pattern of approximately 
30 days. 

Regarding claim 6, statistical analysis is an inherent component of analyzing data 
whether performed by a computational device or a human user. Any device that 
records multiple data points and assesses these points to output a recommended 
procedure must inherently perform analysis, and therefore statistical analysis, of that 
data. Similarly, a human user who reads raw data points and comes to a conclusion 
based on those data points, has performed statistical analysis. 

Regarding claim 9, the method of Malek et al. involves comparing procedural 
information of the implant phase with the previously recorded procedural information of 
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the screening phase. Inherently, one cannot make a comparison without having a 
previously recorded set of data with which to compare a current set of data. 

Regarding claims 10, the method of Malek et al. inherently involves using 
guidelines, because guidelines are requisite for any meaningful analysis of data. 

Regarding claims 11,12 and 1 5, the method of Malek et al. inherently involves 
presenting one or more procedures for the patient or care provider as discussed 
previously. 

Regarding claim 13, it is inherent that a care provider have more than one patient 
with an implanted device, and further that the steps of the claimed method can be 
repeated for any number of patients by any number of care providers. Mere repetition 
of steps or methods is not enough to patentably distinguish over the prior art. 

Regarding claim 14, it is inherent in the Malek et al. reference that the implanted 
device is manufactured by the same manufacturer because it is referring to the same 
device. ' 

Regarding claim 16-22 and 24-25, Malek et al. discloses a device (Fig. 5C, 
physician programmer 310; Figure 6, patient programmer 320) with a means for 
recording procedures (memory 640); a means for analyzing the procedures 
(microcontroller 510 and microprocessor 620); and a means for recommending one or 
more procedures (telemetry unit 630 in figure 6; telemetry port, IR port, and input 
displays and buttons in Figure 5); further comprising a means for communicating with 
the implanted device (telemetry unit 620); wherein recording procedures occur in real 
time (Fig. 5, real time clock). 
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Regarding claims 23-26, the Malek et al. device is considered to perform 
statistical analysis based on the disclosure of monitoring circadian rhythm therapies 
(paragraph [46]). Any computational device that performs statistical analysis must 
inherently contain statistical analysis software in order for the system to function 
properly. Therefore, the instant application does not distinguish over the Malek et al. 
device. 

Response to Arguments 

6. Applicant's arguments filed 1 September have been fully considered but they are 
not persuasive. 

7. Claims 1-10 and 12-26 stand rejected under 35 U.S.C. §101 for the reasons 
made of record and restated above in paragraph 1 . Applicant argues that the claims 
produce useful, concrete and tangible results, in as much as they provide repeatable 
and practical information indicative of a recommended sequence of procedures for a 
follow-up consultation. Amendments to the claims notwithstanding, the method 
disclosed in claims 1-10 and 12-15 remains no more than a series of steps that can be 
carried out as a process of thought by a cognizant individual. The process does not 
require any outside input of information, nor does it require the aid of a tangible device 
in order to be practiced or repeated. The device as claimed lacks sufficient recitation of 
structure to be considered a tangible object or invention, as a means for recording, 
analyzing and presenting information can all still refer to the care provider or other 
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individual themselves rather than a device employed by any one of them. Therefore, 
the Examiner maintains the originally held rejection. 

8. Claims 1-10 and 12-26 stand rejected under 35 U.S.C. §1 02(b) as being 
anticipated by Mulligan et al. for the reasons made of record and restated above in 
paragraph 3. Applicant argues that the Mulligan reference does not disclose presenting 
a recommended sequence of procedures for a subsequent follow-up consultation. 
However, Mulligan et al. clearly discloses several instances of sequential information or 
sequential steps to be undertaken. In column 16, lines 5-67, Mulligan et al. discloses 
that parameters are determined periodically throughout each day (i.e. sequentially). 
Additionally, in those same lines, Mulligan et al. discloses that the physician may advise 
the patient to undertake certain activities at precise times of the day or to initiate 
determination of parameters using a programmer. This is effectually an output from the 
physician, indicative to the patient, presenting information of a recommended sequence 
of procedures for a subsequent follow-up consultation. Therefore, the Examiner finds 
that the Mulligan et al. reference sufficiently discloses the limitations presented in the 
instant claims, and that the rejection under 35 U.S.C. §1 02(b) was appropriately made. 

9. Claims 1-6, 9, 10, 12-22 and 24-25 stand rejected under 35 U.S.C. §1 02(b) as 
being anticipated by Snell'087 for the reasons made of record and restated above in 
paragraph 4. Applicant argues that Snell'087 does not disclose presenting a 
recommended sequence of procedures for a subsequent follow-up consultation. 
However, such a sequence of procedures is clearly disclosed in column 8, lines 16-30, 
which describes output of graded levels of concern, such as a notice and a warning. 
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This graded output advises personnel of conditions that require immediate attention or 
modification (i.e. outputs at the warning level) as well as conditions or events that 
require less immediate modification (i.e. outputs at the lower notice level). This is a 
clear disclosure of presenting information indicative of a recommended sequence of 
procedures for follow-up consultation, whereby warnings generated are treated before 
less imperative notices. 

10. Claims 1-3, 5, 6, 8-10 and 12-26 stand rejected under 35 U.S.C. §102(b) as 
being anticipated by Malek et al. for the reasons made of record and restated above in 
paragraph 5. . Applicant argues that the Malek does not disclose presenting a 
recommended sequence of procedures for a subsequent follow-up consultation. 
However, any procedure, such as the one recommended in Malek et al. (paragraphs [6] 
and [7], [35], and [50]-[52]) inherently involves a sequence of steps to be undertaken. 
Therefore, even though Malek et al. does not explicitly cite a sequence of steps to be 
undertaken, it is inherently necessary to the procedure recommended, since a 
procedure must comprise steps of a particular sequence to be carried out as that 
specific procedure. 

1 1 . Applicant's arguments, see pages 9 and 10, filed 1 September 2006, with respect 
to the rejection of claim 16 under 35 U.S.C. §1 02(e) as anticipated by Gottlieb have 
been fully considered and are persuasive. The rejection of claim 16 has been 
withdrawn. 
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Conclusion 

12. THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher A. Flory whose telephone number is (571) 
272-6820. The examiner can normally be reached on M - F 8:30 a.m. to 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 



1 November 2006 



